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HPC PLASMA REDUCTION

PURPOSE

Plasma reduction is indicated for products where volume reduction is required, such as prior to cryopreservation or for recipients of allogeneic HPC products where fluid overload compromises clinical outcome.

Scope

This procedure describes the plasma reduction process for all haemopoietic products, excluding cord blood and platelet products. Refer to HPC Cord Processing DOC93 and Platelet Processing DOC100. 

Responsibilities

Medical staff are responsible for instructing (Insert manufacturer’s name) of volume reduction requirements for allogeneic HPC products.

CALCULATIONs

Plasma Reduction for Cryopreservation

Calculate the volume of plasma to remove:  

Target volume of product = (initial WCC ( target WCC) x initial volume

Volume plasma to remove = initial volume – target volume.

Target WCC is 600 x109/L (if using 20%DMSO) or 450 x109/L (if using 30% DMSO). Target may be subject to the restrictions of initial WCC and volume.

Volume may be adjusted to fit with cryopreservation bag volume requirements.

MATERIALS

As listed on the HPC Cryopreservation Form or T Cell Cryopreservation Form. 

Procedure

Plasma reduction is performed on the Sigma centrifuge. 
The Thermo Fisher Megafuge 40 may be used as the back-up centrifuge. The procedure is the same as for the Sigma centrifuge.
Processing using Sigma Centrifuge

1. Transfer product into a transfer bag, hermetically sealing line. If there are any visible cell clumps, use an in-line filter. For product volumes >500mL the product may be divided equally into two transfer bags.

2. Place the product bag into an outer sterile bag.

3. Balance the buckets and load the centrifuge.

4. Refer to Equipment Operating Instruction; Sigma Centrifuge.
· Speed setting: 1845rpm (800g)

5. Centrifuge for 10min.

6. Calculate the volume of plasma to be removed.

7. Transfer the double bagged product to the plasma press and hang.

8. Insert one transfer pack (300mL or 600mL) with line clamped into the outermost port of the product bag. The attached bag should be labelled as plasma.

9. Place the plasma bag on the balance and tare.

10. Unclamp plasma bag line and press off plasma to required volume.

11. Re-clamp line.

12. Carefully remove product bag (with attached plasma bag) from plasma press and place in BSC. 

13. Insert a SmartSite bag access device into product bag.

14. Insert 50mL air using a syringe.

15. Mix.

16. Repeat process for the second bag (if required).

17. Transfer the entire plasma reduced product (from both bags) to the appropriate bag (cryopreservation bag or transfer pack). Measure the transferred volume using a syringe or by weight determination and record. 

18. Rinse product from each bag and make up to the required volume by allowing plasma to move from the attached plasma bag into the product bag. 

19. Take required samples (eg for cell counts and, if final product, microbial contamination testing).

process control

Calculate TNC recovery.

TNC (x1010) = WCC (x109/L) x Volume (L) ( 10

TNC recovery (%) = TNC (post plasma reduction) ( TNC (initial) x 100

TNC recovery should be at least 75%. 

If TNC recovery is less than 75%, notify the Production Manager. Cells may be salvaged from the plasma fraction by repeating centrifugation.

Records

Records of all processing and test results are stored in the (Insert manufacturer’s name) product file.

forms

HPC Cryopreservation Form FORM76

T Cell Cryopreservation Form FORM106

Documents

Equipment Operating Instructions DOC5

Sepax 2 Instructions DOC120

HPC Cryopreservation DOC94
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